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Inspection ID: 1962200007
FDA Reference #: 2952185

ited States Federal law, the Mammography Quality Standards Act (MQSA) of
r facility must meet specific requirements for mammography. These
ents help protect the health of women by assuring that a facﬂltv can perform

aphy. The inspection revealed the following level 1 findings at your
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- Level 1: Phantom QC records were missing for 6 weeks for unit 2,

+EER o0 Mammography
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The specific problem noted above appeared on your MQSA Facility Inspection Report,
which was issued to your facility at the close of the inspection. This problem is identified
as Level 1, because it identifies a failure to meet a significant MQSA requirement.

Because this condition may be symptomatic of serious underlying problems that could
compromise the quality of mammography at your facility, it represents a serious violation
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of the law which may resuit in FDA taking regulatory action without further notice to
you. These actions include, but are not limited to, placing your facility under a
Directed Plan of Correction, charging your facility for the cost of on-site monitoring
assessing civil money penaliies up to $10,000 for each tanti
with, or each day of failure to substantially comply wi
revocation of your facility’s FDA certificate, or i
further mammography.
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- Level 2: 1 of 8 random reports reviewed did not contain an assessmen
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A mroyant tha paaniean oo of cimilar vielationg:
to prevent the recurrence of similar violations
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tne Mammograpny Quality Assurance Program, rood and Jrug Aaministration, P.U
Box 6057, Columbia, MD 21045-6057 (1-800-838-7715) or through the Internet at
http://www.fda.gov
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the content of this letter, please feel free to contact Russell A. Campbell at (510) 337-
L£FO01
0801.
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